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This opinion contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 43b/s.1 {a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 
Certain observations on the international application 

FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will usually be considered to be a 
written opinion of the International Preliminary Examining Authority ("IPEA") except that this does not apply where 
the applicant chooses an Authority other than this one to be the I PEA and the chosen !PEA has notifed the 
international Bureau under Rule 66.1b/s{b) that written opinions of this International Searching Authority 
will not be so considered. 

If this opinion is t as provided above, considered to be a written opinion of the I PEA, the applicant is invited to 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months 
from the date of mailing of Form PCT/ISA/220 or before the expiration of 22 months from the priority date, 
whichever expires later. 

For further options, see Form PCT/1SA£20. 

For further details, see notes to Form PCT7ISA/220, 
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Box No. I Basis of the opinion 

1 . With regard to the language, this opinion has been established on the basis of: 
M the international application in the language in which it was filed 

□ a translation of the international application into , which is the language of a translation furnished for the 
purposes of international search (Rules 12.3(a) and 23,1 (b)). 

2. □ This opinion has been established taking into account the rectification of an obvious mistake authorized 

by or notified to this Authority under Rule 91 (Rule 43bis.1(a)) 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 

I23 a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 
El on paper 

El in electronic form 

c. time of filingtfurnishing: 

H contained in the international application as filed. 

B filed together with the International application in electronic form. 

□ furnished subsequently to this Authority for the purposes of search. 

4. □ In addition, in the case that more than one version or copy of a sequence listing and/br table relating thereto 

. has been filed or furnished, the required statements that the information in the subsequent or additional 
copies is identical to that in the application as filed or does not go beyond the application as filed, as 
appropriate, were furnished. 

5. Additional comments: 
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Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability . 



The questions whether the claimed invention appears to be novel, to involve an inventive step {to be non 
obvious), or to be industrially applicable have not been examined in respect of 

□ the entire international application 

M claims Nos. 2 (compL); 3-8, 10-17 (part) 
because: 

□ the said international application, or the said claims Nos, relate to the following subject matter which does 
not require an international search (specify): 

El the description, claims or drawings (indicate particular elements below) or said claims Nos. 2 (compl.); 3-8, 
10-17 (part.) are so unclear that no meaningful opinion could be formed (specify): 

see separate sheet 

El the claims, or said claims Nos. 2 (compL); 3-8, 10-17 (part.) are so inadequately supported by the 
description that no meaningful opinion could be formed (specify): 

see separate sheet 

□ no international search report has been established for the whole application or for said claims Nos, 

□ a meaningful opinion could not be formed without the sequence listing; the applicant did not, within the 
prescribed time limit: 

□ furnish a sequence listing on paper complying with the standard provided for in Annex C of the 
Administrative Instructions, and such listing was not available to the International Searching 
Authority in a form and manner acceptable to it. 

□ furnish a sequence listing in electronic form complying with the standard provided for in Annex C 
of the Administrative Instructions, and such listing was not available to the international Searching 
Authority in a form and manner acceptable to it. 

□ pay the required late furnishing fee for the furnishing of a sequence listing in response to an 
invitation under Rules 13fer.1(a) or (b). 

□ a meaningful opinion could not be formed without the tables related to the sequence listings; the applicant 
did not, within the prescribed time limit, furnish such tables in electronic form complying with the technical 
requirements provided for in Annex C-ft/sof the Administrative Instructions, and such tables were not 
available to the International Searching Authority in a form and manner acceptable to it. 

□ the tables related to the nucleotide andtor amino acid sequence listing, if in electronic form only, do not 
comply with the technical requirements provided for in Annex C-bis of the Administrative instructions. 

□ See Supplemental Box for further details 
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Box No. V Reasoned statement under Rule 43£>/s.1(a)(i) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1JJ 

No: Claims 2-8. 10-17 

inventive step (IS) Yes: Claims 

No: Claims 1-17 



Industrial applicability (IA) Yes: Claims 1-17 

No: Claims 



2. Citations and explanations 
see separate sheet 
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Ad Section III: Non-establishment of opinion with regard to novelty, inventive step 



and industrial applicability 



Claim 2 and the claims referring to claim 2 (i.e. claims 3-8 and 10-17) are not 

considered to meet the requirements of Art. 5 and 6 PCT for the following 
reasons: 

Claim 2 is directed to an isolated antibody which is merely defined by a result to 
be achieved, namely its binding to a complex composed of a moiety capable of 
binding an MHC molecule and a moiety derived from an influenza virus 
polypeptide. Neither the MHC binding domain is further defined, nor the peptide to 
be derived from the virus polypeptide. 

The claim is thus completely unclear as it does not provide any technical features 
which would enable the skilled person to determine the scope of the claim. 

This is particularly true when considering that even the description does not give 
any indication as to the technical features of the fusion members (e.g., it is 
completely unknown which part of the polypeptides listed in SEQ ID NO: 19-35 
are to be fused to the antigen recognition domain, which in turn is not defined 
either). 

The lack of clarity, support and disclosure are such that no meaningful search nor 
examination can be carried out for claim 2 and claims 3-8 and 10-17 insofar as 
they relate to claim 2. 

Ad Section V: Regspned statement with regard to novelty, inventive step or 
industrial applicability 

1) Documents 

D1.,.Biddison et al (2003) J. Immunology 171 3064 

2) Novelty and inventive step (Art 33(2)(3) PCT) 

The present application relates to antibodies which are directed to a fusion protein 
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composed of a HLA-A2 domain and an antigenic peptide derived from an 
influenza virus. The antibody is further characterised in that it neither binds to 
HLA-A2 nor to the peptide when the two components are in not fused to each 
other. Applicants screened a large antibody library and selected several antibody 
fragments fulfilling these criteria. One particular antibody (D12) was further 
characterised. 



D1 discloses the construction of a HLA-A2/M1 58 _ 66 fusion protein and the screening 
of a large antibody library for antibody fragments binding to this fusion construct. 4 
antibody fragments were identified and further tested. 

Claims 1 and 9 which define such an antibody by the sequences of its CDR 
regions can be considered novel as the sequences as such are not disclosed in 
the prior art. 

As the determination of an amino acid sequence of available antibody fragments 
can be considered routine claims 1 and 9 as well as the claims directly or 
indirectly dependent thereon cannot be considered to involve an inventive step. 

3) Patentability (Rule 39.1 (iv) and 67.1 (iv) PCT 

Claims 1 3-1 5 relate to subject-matter considered by this Authority to be covered 
by the provisions of Rule 39.1 (iv) and 67,1 (iv) PCT. The patentability can be 
dependent upon the formulation of the claims. The EPO, for example, does not 
recognise as patentable claims to the use of a compound in medical treatment, 
but may allow claims to a product for use in a first or further medical treatment. 
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Possible steps after receipt of the international search report (ISR) and 
written opinion of the International Searching Authority (WO-ISA) 



General For all international applications filed on or after 01/01/2004 the competent 

information ISA will establish an ISR It is accompanied by the WO-ISA Uniike the 

former written opinion of the I. PEA (Rule 66.2 PCT), the WOISA is not 
meant to be responded to, but to be taken into consideration for further 
procedural steps. This document explains about the possibilities. 



Amending claims Within 2 months after the date of mailing of the ISR and the WO-ISA the 
under applicant may file amended cfaims under Art. 19 PCT directly with the 

Art. 19 PCT International Bureau of WIPO. The PCT reform of 2004 did not change 

this procedure;. For further information please see Rule 46 PCT as well as 
form PCT/ ISA/220 and the corresponding Notes to form PCT/ ISA/ 220. 



Filing a demand In principle, the WO-ISA will be considered as the written opinion of the 
for international I PEA. This should, in many cases, make it unnecessary to file a demand for 
preliminary international preliminary examination. If the applicant nevertheless wishes 

examination to file a demand this must be done before expiry of 3 months after the 

date of mailing of the ISR/WO-ISA or 22 months after priority 

date, whichever expires later (Rule 54bis PCT). Amendments under Art. 

34 PCT can be filed with the I PEA as before, normally at the same time as 

filing the demand (Rule 66.1 (b) PCT). 

If a demand for international preliminary examination is filed and no 
comments/amendments have been received the WO-ISA will be transformed 
by the i PEA into an IPRP (international Preliminary Report on Patentability) 
which would merely reflect the content of the WO-ISA. The demand can still 
be withdrawn (Art, 37 PCT). 



Filing informal After receipt of the ISR/WO-ISA the applicant may file informal comments 
comments on the WO-ISA directly with the I nternationaf Bureau of Wl PO. These 

will be communicated to the designated Offices together with the IPRP 
(International Preliminary Report on Patentability) at 30 months from the 
priority date. Please also refer to the next box. 



End of the At the end of the international phase the International Bureau of WIPO will 

international transform the WO-ISA or, if a demand was filed, the written opinion of the 
phase !PEA into the IPRP, which will then be transmitted together with possible 

informal comments to the designated Offices. The I PRP replaces the former 

I PER (international preliminary examination report). 



Relevant PCT Rule 43 PCT ; Ru| e 43bis PCT, Rule 44 PCT, Rule 44bis PCT, PCT Newsletter 

Rules and more 12/2003, OJ 11/2003, OJ 12/2003 

information 
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Bitte beachten Sie, class angefuhrte Nichtpatentliteratur (wie z. B. 
wissenschaftliche oder technische Dokumente) je nach geltendem Recht 
dem Urheberrechtsschutz und/oder anderen Schutzarten fur schrrftliche 
Werke unterliegen konnte. Die Vervielfaltigung urheberrechtlich 
geschutzter Texte, ihre Verwendung in anderen elektronischen oder 
gedruckten Publikationen und ihre Weitergabe an Dritte ist ohne 
ausdruckliche Zustimmung des Rechtsinhabers nicht gestattet. 



Veuillez noter que les ouvrages de la litterature non-brevets qui sont 
cites, par exemple les documents scientifiques ou techniques, etc., 
peuvent etre proteges par des droits d'auteur et/ou toute autre protection 
des ecrits prevue par les legislations applicables. Les textes ainsi 
proteges ne peuvent etre reproduits ni utilises dans d'autres publications 
electroniques ou imprimees, ni rediffuses sans I'autorisation expresse du 
titulaire du droit d'auteur. 



Please be aware that cited works of non-patent literature such as 
scientific or technical documents or the like may be subject to copyright 
protection and/or any other protection of written works as appropriate 
based on applicable laws. Copyrighted texts may not be copied or used 
in other electronic or printed publications or re-distributed without the 
express permission of the copyright holder. 
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